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The Vaccine Adverse Event
Reporting System (VAERS)

The “early warning system” of vaccine safety
survelllance

A national passive surveillance system jointly
operated by the CDC and the FDA

Established in 1990

Accepts reports from physicians, other health
care providers, and the public

— Average of 13,000 reports received yearly
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Objectives of VAERS

— Detecting rare and/or new vaccine-
associated events

— Monitoring for increases in known
reactions to vaccines

— Uncovering risk factors associated with
adverse vaccine reactions

SAFER * HEALTHIER * PEOPLE "’
DEPARTMENT OF HEALTH AND HUMAN SERVICES




Advantages of VAERS

National in scope, covers diverse populations

Able to detect rare events In a
cost-effective manner

Rapid detection of possible signals
(hypotheses to be tested )

Can assess lot-specific vaccine safety
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Disadvantages of VAERS

e Reporting bias:
— Underreporting, though serious events
more likely to be reported

— QOverreporting, since many reports are not
causally related to vaccination

e Does not provide information on:
— Number of persons vaccinated

— Background incidence of rare conditions In
the general population
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Unigque Aspects of VAERS as a

Survelllance System

Multiple reported events and outcomes

National in scope

Reports accepted from all sources
“without prejudice”
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The VAERS Partnership

CDC
FDA

VAERS Contractor
— Responsible for report processing, coding, and data entry

Reporters

— Health care providers, health departments, manufacturers,
and the public
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Why Clinicians Should
Report to VAERS

e Practitioners represent the true “front lines” of
safety survelillance

 Timely and complete reporting contributes to
Increased vaccine safety

e Adverse event detection relies on accurate
reporting, which is more likely when report is
from a health care provider
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What Should Be
Voluntarily Reported
to VAERS

Any clinically significant health event
occurring after vaccination, even If
causal relation to vaccination Is not
certain
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Smallpox Vaccine
Reporting Guidelines

* Adverse events that are serious or unexpected and
which require expert consultation or IND therapeutics
should be immediately reported by phone to State
Health Department officials and the CDC, and should
also be reported to VAERS as soon as possible

 All other smallpox vaccine adverse events judged to

be serious should be reported directly to VAERS
within 48 hours of recognition

o Other clinically significant adverse events should be
reported to VAERS within one week.
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VAERS form

o Date of birth, age, sex
e Description of adverse event|mamth
e Care sought (ER, hospital)
e QOutcome (recovery status)
e Date of vaccination

e Adverse event onset

« All vaccines administered

* Pre-existing iliness,
medications

* Relevant diagnostic tests
and results
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What Is a serious report?

Seriousness is determined by what is checked
In Box 8 on the VAERS-1 form

E Check all appropriate:

v Patientdied (date____ / / )
v Life threatening illness ™™ 9@ W
X Required emergency room/doctor visit

vl Required hospitalization ( days)
v Resulted in prolongation of hospitalization

v Resulted in permanent disability
"1 None of the above

ER or Doctor office visits are NOT considered
serious if this is the only Box 8 item checked
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How to Report to VAERS

e |nternet:;

* Report forms available by:
— Phone: 1-800-822-7967
— Internet: download from

« Forms may be returned by:
— Fax: 1-877-721-0366
— Mail: P.O. Box 1100
Rockville, MD 20849-1100
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Web-based Reporting:
Practical and Secure

e Avallable since March 2002

e Several hundred reports securely
received and processed

e SSL technology, 128 bit encryption
(used for internet financial transactions)
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Web-based Reporting
Strongly Encouraged

Advantages: TIMELINESS

— Reports submitted available as data within as little as 24
hours; paper based reports 1-2 weeks +

Permits entry of patient vaccination number (PVN)

Completion of Box 24 using state coordinator code will facilitate
identification of reports originating from health departments

The recommended browser is version 5.0 or
higher or version 6.0 or higher
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; ¥YAERS - Microsoft Internet Explorer provided by National Immunization Program
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Submission of Supporting
Documents for VAERS Reports

« Examples: medical records or other
clinical documentation

e Submit initial report electronically, then
fax or mail supporting documents noting
VAERS E-report number, PVN or other
unigue vaccination number in the upper
right hand corner of each page or on fax
cover sheet
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“Enhanced VAERS” Concept
for Smallpox AE Reporting

Widespread use of web-based reporting

Reporting though multiple novel sources including the Clinician
Information Line

All VAERS reports (regardless of severity) will be reviewed on
receipt by CDC and FDA reviewers

CDC and FDA staff will be actively following serious reports

— Cases for which VIG/Cidofovir may be indicated should NOT
be reported to VAERS first

— Focus on newly reported adverse events or apparent
Increases in frequency of know AE’s
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“Enhanced VAERS” Concept
for Smallpox AE Reporting

Daily aggregate data reports will be provided to
reporting jurisdictions

Daily line lists will be generated of serious and non-
serious reports received by VAERS

Rates of reported adverse events by category will be
monitored

— Data from PVN system to be used as denominator
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Daily Aggregate Data Reports Avallable to States
SAMPLE DATA

Smallpox Vaccination Adverse Event Surveillance (Last Update: 12/04/2002)

[Table 1: Core Summary based on data reported as of October 1, 2001
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VAERS Report Follow-up:
What's Different for Smallpox

e Serious reports not being followed by
the CDC Clinical Team will be followed
up by telephone to obtain outcome
iInformation and/or medical records

 Routine 60 day and 1 year follow-up not
required of states
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Role of AE Coordinators and
State Based Clinicians

Filing reports using web-based system
Facilitating reporting by:

— Provision of PVN number to providers
— Assisting with completion of reports

Following up to ensure complete reporting

Follow-up to verify diagnoses and outcomes, In
coordination with CDC clinical team

Retrieving/reviewing daily data reports
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Resources to Assist
Reporters

« VAERS website:

— Report electronically
— Download/print report forms
— General VAERS information, FAQs

« CDC Fact Sheet
— Smallpox Vaccine Adverse Event Reporting Fact Sheet

 VAERS toll free telephone 1-800-822-7967

— Assistance with completing reports
— Provision of reporting forms
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Take-home message

The astute clinician, reporting to
a spontaneous monitoring
system, has been the most
consistent and reliable source of
vaccine safety alerts over the
years.
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For More Information
About VAERS

« MMWR Surveillance Summary 1991-2001
(date of publication 1/24/03)

« Chen RT, Rastogi SC, Mullen JR, Hayes SW, Cochi
SL, Donlon JA, Wassilak SG. The Vaccine Adverse
Event Reporting System (VAERS). Vaccine. 1994;
12(6): 542-550.

 VAERS CME article
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